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. §5§w52.§ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: %, g WASHINGTON, D.C. 20460 )
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MEMORANDUM 002409
' TO: Henry Jacoby (21) . ) PESTICIDES AND TOXIC SUBSTANGES
. Registration Division (75-767)
.. THRU ¢ Orville E. Paynter, Ph.D.
. ) ) Chief, Toxicology Branch .
. Hazard Evaluation PRivision (TS-769)
SUBJECT: Review of Rabbit Teratology Study of Ronilan (Vinclozolin).
. . PP#1E2457; Tox. Chem. 323C; Acc. No. 070400
e 2 . . .
Registrant: BASF Wyandotte
Recommendations:
It is recommended that this study be core classified as Core-
Minimum Data. The NOEL for maternal toxicity is 300 mg/kg/day
-(HDT) and the KOEL for fetotoxicity is 80 mg/kg/day. A teratogenic
) potential is not suggested in this study.
Review of Data:
Teratology, Rabbits. Conducted by Huntingdon Research Centre,
fluntingdon, England, Septenmber 4, 1981 (Identification Number
: 80/232) and submitted by BASF. v .
(A preliminary study of non-pregnant does found overt clinical
toxicity and weight loss at 900 mg/kg. Slight lethargy and

! T friable liver (in 2/6 animals) were noted in the 300 mg/kg group.
Pt No indication of toxicity was noted in lower dose groups.)
Vinclozolin technical was suspended in 1.0% methylcellulose
and administered by gavage at dose levels of 0, 20, 80 and 300
mg/kz/day to pregnant Zealand White rabbits on days 6 througn 18
of 7estation. Fifteen females per dose level were used. Aanimals
were sdcrificed on day 29 of gestation by cervical dislocation.
All animals were weighed on days 1,6, 10, 14, 19, 23 and 29 of
ges-ation and observed daily-for signs of toxicity. After
. sacrifice on day 29. dams were necropsied and the number of
. coroora lutea, live young, fetal deaths, fetal weights,
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A total of 3 major malformations of fetuses were observed

(2 in the control group and 1 in the high dose group). The
incidence of minor visceral and skeletal anomalies and variations

were also similar in all groups. Furthermore, a pattern of .
characteristic skeletal or visceral anomalies related to compound

administration was not apparent.

Core Classification: Core-Minimum

The NOEL -for maternal toxicity is 300 mg/kg/day (HDT)} and
the NOEL for fetotoxicity is 80 mg/kg/day. A teratogenic potential

is not suggested in this study. ﬁ
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Gary J. Burln, Toxicologist

Toxicology Branch
Hazard Evaluation Division (7S-769)
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